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DETAILED ACTION 

Status of Application/Amendment/Claims 

Applicant's response filed 3/10/2009 has been considered. Rejections and/or objections 
not reiterated from the previous office action mailed 9/10/2008 are hereby withdrawn. The 
following rejections and/or objections are either newly applied or are reiterated and are the only 
rejections and/or objections presently applied to the instant application. The text of those sections 
of Title 35, U.S. Code not included in this action can be found in a prior Office action. 

With entry of the amendment filed on 3/10/2009, claims 25, 26, 29, 30, and 35-38 are 
pending and under consideration. 

Election/Restrictions 
In the reply filed 2/25/08, Applicant elected, without traverse, SEQ ID NO: 159. 
Applicant's previous amendment to claim 30, deleting references to all previously recited 

SEQ ID NOs except SEQ ID NO:6821380 is considered to represent constructive election of 

SEQ ID NO:6821380. 

Claim Rejections - 35 USC § 101 and 112, First Paragraph — withdrawn 
The rejection of Claims 25, 26, 29, 30, and 35-38 under 35 U.S.C. 101 and 1 12 because 

the claimed invention is not supported by either a specific and substantial asserted utility, a 

credible asserted utility, or a well established utility is withdrawn in view of the totality of 

evidence of record. 



Application/Control Number: 10/709,572 Page 3 

Art Unit: 1635 

Specification 

The application contains disclosure entirely outside the bounds of the allowed claims. 
Applicant is required to modify the brief summary of the invention and restrict the descriptive 
matter so as to be in harmony with the claims (MPEP § 1302.01). 

In the instant case the specification incorporates by reference several large tables, Tables 
1-14, submitted to the Office in the form of compact discs, which, altogether, are said by 
applicant to contain several thousand kilobytes of information, the large majority of which is not 
pertinent to the claimed invention: SEQ ID NO: 159 and 6821380. See paragraph 24 of the 
specification. 

Using the conversion factor set forth in 37 CFR 1.52(f)(1), the electronic information 
contained in Tables 1-14 represents tens if not hundreds of thousands of sheets of additional 
disclosure beyond the approximately 254 pages of paper copy specification filed therewith. A 
review of Tables 1-14 finds the tables disclose information directed to hundreds of thousands of 
different nucleotide sequences that have no disclosed relation to the claimed sequences. 
Moreover, a review of the paper portion of the specification fails to find any information 
disclosing how to use the instantly claimed sequences. The paper portion discloses information 
general to bioinformatically isolated sequences and no information specific to the claimed 
sequence(s) themselves. 

In addition to the requirement under MPEP 1302.01, Applicant is required under 37 CFR 
1 .52(e)(5) to amend the specification to include in the paper portion of the specification all 
descriptive matter pertinent to SEQ ID NO: 159 and 6821380 that was previously submitted in 
tables on compact disc. Amendments to the specification and submission of substitute 
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specifications, including statements to be submitted therewith, must comply with 37 CFR 1.121 
and 1.125. 

Claim Rejections - 35 USC § 112, second paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 35-38 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

As amended on 3/10/2009, the claims recite vectors comprising "a heterologous 
sequence" consisting of any of the nucleic acids of claims 25, 26, 29, or 30. 

The term "heterologous" is defined neither by the claims nor the specification. The 
ordinary and customary meaning of the term "heterologous" according to one online dictionary 
(Merriam- Webster) is "derived from a different species." Thus, the heterology of a sequence can 
be determined only by comparison to another sequence. In the instant case, the claims do not 
provide a context by which to determine the heterology of a sequence because the claims do not 
clearly state what sequences are being compared or what reference is to be used in determination 
of heterology. Claims 25 and 29 in particular embrace a multitude of possible DNA and RNA 
sequences. Claims 26 and 30 are much narrower in scope, but include the language "is of the 
sequence of," the meaning of which is not entirely clear but which would appear to embrace 
more than simply SEQ ID NO:159 and 6821380. 

Therefore, while it may be applicant's intention to distinguish between vector elements 
required for vector function and the nucleic acid insert, neither the claims nor the specification 
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clearly define how and to what degree the sequences of claims 25, 26, 29, and 30 must differ 
from a vector sequence to be considered "a heterologous sequence" as currently recited by the 
claims. Thus, the metes and bounds of the claims are unclear since it cannot be determined which 
sequences are specifically excluded or included by the claims. 

Claim Rejections - 35 USC § 11 2, first paragraph (new matter) 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 35-38 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a new matter rejection . 

The amendment to the claims submitted on 3/10/2009, introduces the limitation "a 
heterologous sequence" and "wherein the heterologous sequence consists of into dependent 
claims 35-38. 

MPEP 2163, Section II, Part A, states in part that there is a strong presumption that an 
adequate written description of the claimed invention is present in the specification as filed, 
Wertheim, 541 F.2d at 262, 191 USPQ at 96; however, with respect to newly added or amended 
claims, applicant should show support in the original disclosure for the new or amended claims. 
The purpose of the written description requirement is "to ensure that the inventor had possession, 
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as of the filing date of the application relied on, of the specific subject matter later claimed by 
him." MPEP 2138.05, 1. 

In the instant case, Applicant points to paragraph 27 in the specification as support. 
However, a review of this passage and the application as a whole fails to find clear, antecedent 
support for this terminology. There is no disclosure describing 1) isolated heterologous 
sequences, or 2) vectors comprising heterologous sequences. The heterology or homology of any 
given sequence depends on what it is being compared to. The instant application fails to identify 
which species of the multitude of sequences now claimed qualify as heterologous sequences, nor 
is there any disclosure of a sequence or core element common to "a heteroglous sequence." 
Further, there is no disclosure teaching or suggesting that all sequences embraced by each of 
claims 25, 26, 29, and 30 are heterologous in the context of any vector. The term "heterologous" 
does not appear in the application as filed, and applicant fails to show how the current language 
is explicitly, implicitly, or inherently supported by the application as filed. 

Accordingly, the instant claims as a whole are rejected for lack of written description 
support because one of skill would not recognize applicant was in possession of the invention as 
now claimed at the time of filing. 

Conclusion 

Claims 25, 26, 29, and 30 are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
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CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Louis Wollenberger whose telephone number is (571)272-8144. 
The examiner can normally be reached on M-F, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James (Doug) Schultz can be reached on (571)272-0763. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Louis Wollenberger/ 

Primary Examiner, Art Unit 1635 

May 19, 2009 



